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DETAILED ACTION 

1) Claims 1, 4 to 9, 12 and 14 to 19 are pending in the instant application. 
Claims 1,12 and 17 have been amended as requested by Applicant in the 
correspondence filed 28 April of 2008. 

2) Any objection or rejection of record that is not expressly repeated in this 
action has been overcome by Applicant's response and withdrawn. 

3) The text of those sections of Title 35, U.S. Code not included in this action 
can be found in a prior Office action. 

Continued Examination Under 37 CFR 1.114 

4) A request for continued examination under 37 CFR 1.114, including the 
fee set forth in 37 CFR 1 .17(e), was filed in this application after final rejection. Since 
this application is eligible for continued examination under 37 CFR 1.114, and the fee 
set forth in 37 CFR 1 .1 7(e) has been timely paid, the finality of the previous Office 
action has been withdrawn pursuant to 37 CFR 1.114. Applicant's submission filed on 
28 April of 2008 has been entered. 

Claim Rejections - 35 USC § 101 
35 U.S.C. 101 reads as follows: 

Whoever invents or discovers any new and useful process, machine, manufacture, or 
composition of matter, or any new and useful improvement thereof, may obtain a patent therefor, 
subject to the conditions and requirements of this title. 

5) Claims 1 , 4 to 9, 12 and 14 to 19 are rejected under 35 U.S.C. § 101 
because they are drawn to an invention with no apparent or disclosed specific and 
substantial credible utility. The instant claims are drawn to a " method for identifying a 
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compound that modulates taste signaling in taste cells" wherein that method identifies 
compounds that produce a "functional effect" upon a putative ion channel protein 
subunit identified in the instant specification as "TC-ICS". The method lacks utility 
because the protein described therein has not been demonstrated to be operative in a 
specifically disclosed context and instant application does not disclose an established 
biological role for this protein or its significance to a particular disease, disorder of 
physiological process which one would wish to manipulate for a desired clinical effect. 

The text on page 1 of the specification states that "[t]he taste cell-specific ion 
channel subunits that are specifically expressed in taste cells can thus be used to 
screen for modulators of taste cell function and to control taste perception". The 
identification of "modulators of taste cell function" is not a specific utility. An example of 
an assertion of a specific utility can be found in the third and fourth paragraphs in 
column 10 of the Margolskee et al. patent (7,364,876), which contains the assertion that 
compounds that activate the TRP8 channel protein described therein induce the 
perception of a bitter taste whereas compounds that prevent the activation of TRP8 by a 
bitter tastant can be used to inhibit the perception of bitter taste. No such specific and 
substantial assertion appears to be present in the instant application as filed. 

It is clear from the instant specification that the putative ion channel subunit 
protein described therein as "TC-ICS" is what is referred to as an "orphan ion channel" 
in the art. This is a protein whose cDNA has been identified because it encodes an 
amino acid sequence that is similar to that of one or more known ion channel subunit 
proteins. There is little doubt that, after complete characterization, a protein of the 
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instant invention may be found to have a specific and substantial credible utility. This 
further characterization, however, is part of the act of invention and until it has been 
undertaken Applicant's claimed invention is incomplete. Whereas the determination that 
a protein of the instant invention is selectively expressed in taste cells suggests that it 
may play a role in the sensation of one or more taste modalities, a precise role in the 
perception of one or more specific taste modalities is not disclosed in the specification. 

Further, the instant specification has failed to disclose a method that has been 
shown to demonstrate functionality for a putative ion channel subunit protein of the 
instant invention. It is fairly well known in the art that, whereas some ion channel 
subunits are capable of forming functional homomeric ion channel complexes, others 
only function when expressed in combination with related subunits with which they form 
heteromeric ion channels. At the time that the instant application was filed, the ability of 
the "TC-ICS" protein of the instant to form a functional ion channel has yet to be 
established. Therefore, the instant specification leaves it to the artisan to engage in the 
further experimentation that is needed to discover if "TC-ICS" is capable of functioning 
as a homomeric ion channel complex and, if so, to then to establish a nexus between 
the ability of a compound to effect the activity of that channel complex and the effect of 
that compound upon the perception of one or more taste modalities. 

The instant situation is directly analogous to that which was addressed in 
Brenner v. Manson, 148 U.S.P.Q. 689 (Sus. Ct, 1966), in which a novel compound 
which was structurally analogous to other compounds which were known to possess 
anti-cancer activity was alleged to be potentially useful as an anti-tumor agent in the 
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absence of evidence supporting this utility. The court expressed the opinion that all 

chemical compounds are "useful" to the chemical arts when this term is given its 

broadest interpretation. However, the court held that this broad interpretation was not 

the intended definition of "useful" as it appears in 35 U.S.C. § 101, which requires that 

an invention must have either an immediately obvious or fully disclosed "real world" 

utility. The court held that: 

"The basic quid pro quo contemplated by the Constitution and the Congress for granting 
a patent monopoly is the benefit derived by the public from an invention with substantial 
utility", " [u]nless and until a process is refined and developed to this point-where specific 
benefit exists in currently available form-there is insufficient justification for permitting an 
applicant to engross what may prove to be a broad field", and "a patent is not a hunting 
license", " [i]t is not a reward for the search, but compensation for its successful 
conclusion." 

In that decision, the court held that it is a matter of law that an invention must have a 
specific and substantial utility "in currently available form", which precludes the need for 
further research and experimentation when that research is needed to establish or 
reasonably confirm a practical utility for the claimed invention. Since additional 
experimentation is clearly needed to ascertain the conditions under which the activity of 
a "TC-ICS" protein of the instant invention can be measured and then to establish a 
nexus between the effect of a compound upon a measurable "TC-ICS" activity and the 
effect of that compound upon a specific taste modality, the claimed method does not 
have a practical utility in currently available form. 

Claim Rejections - 35 USC §112 
The following is a quotation of the first paragraph of 35 U.S.C. 112: 
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The specification shall contain a written description of the invention, and of the manner and process of 
making and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the 
art to which it pertains, or with which it is most nearly connected, to make and use the same and shall 
set forth the best mode contemplated by the inventor of carrying out his invention. 

6) Claims 1, 4 to 9, 12 and 14 to 19 are rejected under 35 U.S.C. § 1 12, first 
paragraph, as failing to adequately teach how to use the instant invention for those 
reasons given above with regard to the rejection of these claims under 35 U.S.C. § 101 . 

Claim Rejections - 35 USC § 102 
The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(e) the invention was described in (1 ) an application for patent, published under section 1 22(b), by 
another filed in the United States before the invention by the applicant for patent or (2) a patent 
granted on an application for patent by another filed in the United States before the invention by the 
applicant for patent, except that an international application filed under the treaty defined in section 
351(a) shall have the effects for purposes of this subsection of an application filed in the United States 
only if the international application designated the United States and was published under Article 21(2) 
of such treaty in the English language. 

7) Claims 1, 4 to 9, 12 and 14 to 17 are rejected under 35 U.S.C. 102(e) as 
being clearly anticipated by the Margolskee et al. patent (7,364,876). Every element of 
the instant claims is disclosed in the section of Margolskee et al. entitled "5.5. 
SCREENING ASSAYS FOR DRUGS AND OTHER CHEMICAL COMPOUNDS 
USEFUL IN REGULATION OF TASTE PERCEPTION". In addition, the amino acid 
sequence presented in SEQ ID NO:2 of Margolskee et al. is identical SEQ ID NO:5 of 
the instant application and SEQ ID NO:4 of Margolskee et al. patent is identical to SEQ 



ID NO:8 of the instant application. 
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The Declaration by Charles S. Zuker and Yifeng Zhang filed on 02 May of 2005 

under 37 CFR 1 .131 has been considered but is ineffective to overcome the references. 

The following is an excerpt from M.P.E.P. 2138.05: 

"CLAIMED INVENTION IS NOT ACTUALLY REDUCED TO PRACTICE UNLESS THERE IS 
A KNOWN UTILITY 

Utility for the invention must be known at the time of the reduction to practice. 
Wiesner v. Weigert , 212 USPQ 721, 726 (CCPA 1981) (except for plant and design 
inventions); Azar v. Burns , 188 USPQ 601, 604 (Bd. Pat. Inter. 1975) (a composition and a 
method cannot be actually reduced to practice unless the composition and the product 
produced by the method have a practical utility); Ciric v. Flanigen , 185 USPQ 103, 105 -6 
(CCPA 1975) ("when a count does not recite any particular utility, evidence establishing a 
substantial utility for any purpose is sufficient to prove a reduction to practice"; "the 
demonstrated similarity of ion exchange and adsorptive properties between the newly 
discovered zeolites and known crystalline zeolites ... have established utility for the zeolites 
of the count"); Engelhardt v. Judd , 151 USPQ 732, 735 (CCPA 1966) (When considering 
an actual reduction to practice as a bar to patentability for claims to compounds, it is 
sufficient to successfully demonstrate utility of the compounds in animals for somewhat 
different pharmaceutical purposes than those asserted in the specification for humans.); Rey 
- Belief v. Engelhardt, 181 USPQ 453, 455 (CCPA 1974) (Two categories of tests on 
laboratory animals have been considered adequate to show utility and reduction to practice: 
first, tests carried out to prove utility in humans where there is a satisfactory correlation 
between humans and animals, and second, tests carried out to prove utility for treating 
animals.). 

A PROBABLE UTILITY MAY NOT BE SUFFICIENT TO ESTABLISH UTILITY 

A probable utility does not establish a practical utility, which is established by actual 
testing or where the utility can be "foretold with certainty." Bindra v. Kelly , 206 USPQ 570, 
575 (Bd. Pat. Inter. 1979) (Reduction to practice was not established for an intermediate 
useful in the preparation of a second intermediate with a known utility in the preparation of a 
pharmaceutical. The record established there was a high degree of probability of a 
successful preparation because one skilled in the art may have been motivated, in the sense 
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of 35 U.S.C. 103, to prepare the second intermediate from the first inter mediate. However, a 
strong probability of utility is not sufficient to establish practical utility.); Wu v. Jucker,167 
USPQ 467, 472 (Bd. Pat. Inter. 1968) (screening test where there was an indication of 
possible utility is insufficient to establish practical utility). But see Nelson v. Bowler , 206 
USPQ 881, 885 (CCPA 1980) (Relevant evidence is judged as a whole for its 
persuasiveness in linking observed properties to suggested uses. Reasonable correlation 
between the two is sufficient for an actual reduction to practice.)." 
The evidence provided by that declaration and the instant specification fails to show that 

Applicant had established a practical utility for a "TC-ICS" protein of the instant 

invention or the functionality of that protein in a specific context at the time that the 

instant application was filed. In contrast, the Margolskee et al. patent had 

demonstrated functionality for the TRP8 protein described therein and established a 

specific role for that protein in the perception of bitter tastants. 

Response to Arguments 

8) Applicant's arguments filed 28 April of 2008 have been fully considered 

but they are not persuasive. Applicant urges that "[t]he application, in fact, teaches not 

only functional effects of TC-ICS activity (e.g., changes in membrane potential), but also 

its role in taste signaling". No, it doesn't. The instant application contains 

unsubstantiated assertions that "TC-ICS" activity can be measured by various 

methods identified therein but fails to provide any actual evidence of operability. 

Applicant is advised that a statement of a specific utility is treated as true if it would be 

believed to be true by one of ordinary skill in the art given the evidence of record. In so 

far as the specification allegedly discloses a role for "TC-ICS" is taste signaling, the 

assertion that it modulates taste signaling in taste cells has not been established by any 

experimental evidence and lacks the specificity required to support a practical utility 
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Because there is absolutely no evidence provided by the instant specification that 
the "TC-ICS" is capable of functioning as monomer or that a compound that activates 
"TC-ICS" has a specific effect upon the perception of a particular taste modality, the 
assertions contained in the instant are not credible to one of ordinary skill in the art of 
receptor biology in view of the evidence of record, or more precisely, the lack thereof. 
The mere fact that a protein of the instant invention is structurally related to known ion 
channel subunits and is expressed in tissue associated with taste perception does not 
support the conclusion that it is capable of functioning as a monomer or that it has a 
specific role in the perception of a particular taste. "Credibility is assessed from the 
perspective of one of ordinary skill in the art in view of the disclosure and any other 
evidence of record (e.g., test data, affidavits or declarations from experts in the art, 
patents or printed publications) that is probative of the applicant 's assertions", 
(M.P.E.P. 2106.02 ll(b)(1)(ii)). 

Conclusion 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to John D. Ulm whose telephone number is (571) 272- 
0880. The examiner can normally be reached on 9:00AM to 5:30PM. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Jeffrey Stucker can be reached on (571 ) 272-091 1 . The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 



/John D. Ulm/ 

Primary Examiner, Art Unit 1649 



